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DETAILED ACTION 
Claim Rejections • 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1-5, 8-10,12-15, 22-26, 29-31, 33, 34, 43-46, 49, 51-53, 60, 63-65 and 71 
are rejected under 35 U.S.C. 102(b) as being anticipated by Allen, III (U.S. Patent No. 
4731726). Allen, III discloses a method of annunciating a patient's medical data levels 
using a medical data level monitoring device comprising the steps of storing medical 
data levels (column 4 line 52) with the corresponding dates and times of day the 
respective medical data levels were taken (column 10 line 51), calculating an average 
from at least a first medical data level and a second medical data level selected from 
the stored medical data levels, annunciating said average data level (column 3 lines 54- 
55), receiving a first user input to annunciate said first medical data level, annunciating 
said first medical data level, receiving a second user input to annunciate said second 
medical data level, annunciating said second medical data level (column 3 lines 54-56). 
Allen, III further describes the ability of the user to review the previous data using the 
RD key and scrolling through the two previous days data using a user input of a arrow 
key and annunciating the data from the previous day (column 10 lines 32-60). 

3. Referring to claim 2 Allen, III discloses a method 33 wherein each of the three 
annunciating steps for annunciating the average medical data level, the first medical 
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data level and second medical data level can be performed by one of displaying on a 
display device (column 3 lines 54-57) and generating an audible sound via a speaker 
(column 4 lines 61-62). 

4. Referring to claim 3 Allen, III discloses the medical data levels are blood glucose 
levels (column 1 lines 50-51) and the monitoring device is a blood glucose monitor 
(column 1 lines 53-55). 

5. Referring to claim 4 Allen, III discloses a method comprising the steps of 
receiving a third user input to annunciate a value and annunciating the average medical 
data (column 2 lines 28-37). 

6. Referring to claim 5 Allen, III discloses a method wherein the average medical 
data level calculation uses n stored medical data levels and n is an integer greater than 
2 and n medical data levels comprise first medical data level and second medical data 
level (column 2 lines 28-37). 

7. Referring to claim 8 Allen, III discloses a method where stored medical levels are 
constituent values of the average medical data level comprising the steps of receiving a 
user input after the first and second medical data level annunciating the next medical 
data level and repeat the receiving step for another user input to annunciate the next 
medical data level. Allen III explains that the user can perform a scheduled or 
unscheduled blood test after each test the monitor automatically provides a 3-day 
average for the relative time of day (column 3 lines 54-57). 
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8. Referring to claim 9 Allen, III discloses a method in which after each blood test 
the monitor automatically provides the previous 3-day blood sugar average (column 3 
lines 54-56). 

9. Referring to claim 10 Allen, III discloses a method in which if the user desires the 
actual numbers (constituents) for each day can be displayed (column 3 lines 56-57). 

10. Referring to claim 12 Allen, III discloses a method in which blood sugar levels 
along with the date and time are displayed (column 10 lines 49-51). 

1 1 . Referring to claim 1 3 Allen, III discloses a method of defining the time of day for a 
time period of a selected number of days (column 3 lines 54-56). 

12. Referring to claim 14 Allen, III discloses defining the time period during the day 
as a relative time of day for instance a time relative to a meal (column 8 lines 40-47). 
The average is taken over a three-day period for comparable time periods (column 3 
lines 54-56). 

13. Referring to claim 15 Allen, III defines the number of days as being the previous 
three days (column 3 lines 54-56). 

14. Referring to claim 22 Allen, III discloses an apparatus comprising a reader 
(column 5 lines1-3), a memory device (column 4 lines 51-53), an annunciator (column 3 
line 44), a user input device (column 3 lines 45-46) and a processing device connected 
to the reader, memory device, annunciator, and input device programmable to calculate 
an average medical data level from the stored medical data level from at least a first 
and second medical data level selected from the stored medical data levels, annunciate 
the average medical data via the annunciator, receive a first user input from the user 
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input device to annunciate the first medical data level, to annunciate the first medical 
data level, annunciate the first medical data level in response to said first user input, to 
receive a second user input from the user input device to annunciate the second 
medical data level, and to annunciate the second medical data level in response to the 
second user input (column 4 lines 51-63). 

1 5. Referring to claim 23 Allen, III teaches an apparatus wherein the annunciator is 
at least one of a display device (column 3 line 44) and a speaker (column 4 line 61) and 
processing device is operable to annunciate by one of displaying on the display (column 
7 lines 64-65) and generate an audible sound via the speaker (column 4 lines 61-63). 

16. Referring to claim 24 Allen, III teaches an apparatus wherein the medical data 
levels are blood glucose levels (column 1 line 51) and the apparatus is a blood glucose 
meter (column 2 lines 28-31). 

17. Referring to claim 25 Allen, III teaches an apparatus wherein the processing 
device is programmable to receive a third user input, to annunciate a value and to 
annunciate the average medical data level (column 3 lines 54-56). If the apparatus is 
able to produce a 3-day average the apparatus has to be able to process three user 
inputs. 

18. Referring to claim 26 Allen, III teaches an apparatus wherein the processing 
device is programmable to receive a third user input, to annunciate a value and to 
annunciate the average medical data level (column 3 lines 54-56). If the apparatus is 
able to produce a 3-day average the apparatus has to be able to process three user 
inputs. Three is an integer greater than two. 
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19. Referring to claim 29 Allen, III teaches an apparatus wherein the n stored 
medical data levels are constituent values of the average medical data level and the 
processing device is further programmable to receive another user input to annunciate 
the next medical data level among the n medical data levels, to annunciate the next 
medical data level and repeat the operations of receiving another user input to 
annunciate the next medical data level among the n medical data levels and 
annunciating the next medical data level until each of the constituent values has been 
annunciated (column 8 lines 47-57). 

20. Referring to claim 30 Allen, III teaches an apparatus wherein the processing 
device is programmable to annunciate the average medical data level after the last 
medical data level has been annunciated (column 3 lines 54-56). 

21 . Referring to claim 31 Allen, III discloses a method in which if the user desires the 
actual numbers (constituents) for each day can be displayed (column 3 lines 56-57). 

22. Referring to claim 33 Allen, III discloses a method in which blood sugar levels 
along with the date and time are displayed (column 10 lines 49-51). 

23. Referring to claim 34 Allen, III teaches the processing device is operable to 
select stored medical data levels used to determine the average medical data level 
based on the date and time of day the stored medical data levels were taken (column 8 
lines 40-47). 

24. Referring to claim 43 Allen, III teaches an apparatus wherein the user input 
device comprises forward and backward arrow keys for navigation forward and 
backward among the annunciated constituent values (column 4 lines 28-31). 
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25. Referring to claim 44 Allen, III teaches a method of displaying blood glucose 
levels using a blood glucose meter comprising the steps of storing blood glucose levels 
with the corresponding dates and times of day the respective blood glucose levels were 
taken (column 8 lines 37-57), calculating an average blood glucose from at least three 
of the stored blood glucose level as the constituent values (column 3 lines 54-56), 
displaying the average blood glucose level using a display device of blood glucose 
meter (column 3 lines 54-56), receiving a first user input to display a first one of the 
constituent values, displaying the first one of the constituent values in response to the 
first user input, receiving a second user input to display a second one of the constituent 
values in response to the second user input (column 8 lines 37-57). 

26. Referring to claim 45 Allen, III teaches a method in which he uses a three day 
average in order to produce a three day average of blood glucose the method must 
comprise receiving a third user input to display the third constituent value, displaying the 
third constituent value (column 3 lines 54-56) and displaying the average blood glucose 
levels each time an additional glucose level is input (column 2 lines 54-56). 

27. Referring to claim 46 Allen, III teaches a blood glucose meter comprising a 
forward and backward arrow key for navigation among the different displayed 
constituent values (column 4 lines 28-31). 

28. Referring to claim 49 Allen, III discloses a method in which if the user desires the 
actual numbers (constituents) for each day can be displayed (column 3 lines 56-57). 

29. Referring to claim 51 Allen, III teaches a method of calculating step comprising 
the step of selecting the stored blood glucose levels used to determine the average 
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blood glucose level based on the date and time of day the stored blood glucose levels 
were taken (column 3 lines 54-56). 

30. Referring to claim 52 Allen, III teaches a method of calculating an average 
comprising defining a time period during a day (column 8 lines 44-47) when the average 
blood glucose level is desired for that time period on each of the selected number of 
days (column 3 lines 54-56). 

31 . Referring to claim 53 Allen, III discloses a method in which an average is taken 
over a number of days; the number of days the average is taken is three days (column 3 
lines 54-56). 

32. Referring to claim 60 Allen, III discloses a method of displaying a blood glucose 
levels using a blood glucose meter comprising the steps of storing blood glucose levels 
with the corresponding dates and times of day the respective blood glucose levels were 
taken (column 8 lines 37-57), calculating an average blood glucose level from at least 
three of the stored blood glucose levels as the constituent values (column 3 lines 54- 

56) , displaying the average blood glucose level using a display device of the blood 
glucose meter (column 3 lines 54-56) and displaying the constituent values at least one 
of substantially simultaneously with the average blood glucose level, and sequentially 
displaying screens for respective ones of the average blood glucose level and the 
constituent values that can be generated in a round robin manner (column 3 lines 56- 

57) . 
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33. Referring to claim 63 Allen, III discloses a method of calculating an average 
blood glucose level used to determine the average blood glucose level based on the 
date and time of day the stored blood glucose levels were taken (column 3 lines 54-56). 

34. Referring to claim 64 Allen, III discloses a method of calculating an average 
blood glucose level comprising the step of defining a time period during a day when the 
average blood glucose level is desired for that time period on each of the selected 
number of days (column 8 lines 44-47). 

35. Referring to claim 65 Allen, III discloses a method in which the average blood 
glucose level is taken over a three-day period (column 3 lines 54-56). 

36. Referring to claim 71 Allen, III discloses a method wherein the n time periods can 
comprise any of a breakfast mealtime, lunch mealtime, dinner mealtime, nighttime 
snack and other times (column 13 lines 15-32). 



Claim Rejections - 35 USC § 103 

37. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

38. Claims 6, 7, 27, 28, 47, 48, 61 and 62 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Allen, III in view of Kahn et al. (U.S. Patent No. 5251 126). 
Allen, III teaches a method wherein an average medical data level is calculated from 
more than two medical data levels. Allen, III does not teach annunciating a variability 
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indicator that indicates the variability between the n stored medical data levels. Kahn et 
al. teaches the method of using variability as an indicator of a medical data level 
(column 3 lines 34-35). It would be obvious to one skilled in the art to use variability as 
an indicator of statistically significant changes as taught by Kahn et al. (column 3 lines 
30-35). 

39. Referring to claim 7 Allen, III teaches a method wherein an average medical 
data level is calculated from more than two medical data levels. Allen, III does not 
teach using standard deviation as a measure of variability. Kahn et al. teaches the use 
of standard deviation as a measure of statistically significant change (column 3 lines 34- 
38). It would be obvious to one skilled in the art to use standard deviation because it is 
substituting one common mathematical function for another. 

40. Referring to claim 27 Allen, III teaches an apparatus wherein an average medical 
data level is calculated from more than two medical data levels. Allen, III does not 
teach annunciating a variability indicator that indicates the variability between the n 
stored medical data levels. Kahn et al. teaches the method of using variability as an 
indicator of a medical data level (column 3 lines 34-35). It would be obvious to one 
skilled in the art to use variability as an indicator of statistically significant changes as 
taught by Kahn et al. (column 3 lines 30-35). 

41 . Referring to claim 28 Allen, III teaches an apparatus wherein an average medical 
data level is calculated from more than two medical data levels. Allen, III does not 
teach using standard deviation as a measure of variability. Kahn et al. teaches the use 
of standard deviation as a measure of statistically significant change (column 3 lines 34- 
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38). It would be obvious to one skilled in the art to use standard deviation because it is 
substituting one common mathematical function for another. 

42. Referring to claim 47 Allen, III teaches a method wherein an average medical 
data level is calculated from more than two medical data levels. Allen, III does not 
teach displaying a variability indicator that indicates the variability between the n stored 
blood glucose levels. Kahn et al. teaches the method of using variability as an indicator 
of a medical data level (column 3 lines 34-35). It would be obvious to one skilled in the 
art to use variability as an indicator of statistically significant changes as taught by Kahn 
et al. (column 3 lines 30-35). 

43. Referring to claim 48 Allen, III teaches a method wherein an average medical 
data level is calculated from more than two medical data levels. Allen, III does not 
teach using standard deviation as a measure of variability. Kahn et al. teaches the use 
of standard deviation as a measure of statistically significant change (column 3 lines 34- 
38). It would be obvious to one skilled in the art to use standard deviation because it is 
substituting one common mathematical function for another. 

44. Referring to claim 61 Allen, III teaches a method wherein an average medical 
data level is calculated from more than two medical data levels. Allen, III does not 
teach displaying a variability indicator that indicates the variability between the n stored 
blood glucose levels. Kahn et al. teaches the method of using variability as an indicator 
of a medical data level (column 3 lines 34-35). It would be obvious to one skilled in the 
art to use variability as an indicator of statistically significant changes as taught by Kahn 
et al. (column 3 lines 30-35). 
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45. Referring to claim 62 Allen, III teaches a method wherein an average medical 
data level is calculated from more than two medical data levels. Allen, III does not 
teach using standard deviation as a measure of variability. Kahn et al. teaches the use 
of standard deviation as a measure of statistically significant change (column 3 lines 34- 
38). It would be obvious to one skilled in the art to use standard deviation because it is 
substituting one common mathematical function for another. 

46. Claim 35 and 36 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Allen, III in view of Fox et al. (US 2003/0125612 A1). Allen, III teaches the processing 
device is operable to select stored medical data levels used to determine the average 
medical data level based on the date and time of day the stored medical data levels 
were taken (column 8 lines 40-47). Allen, III does not teach an apparatus in which the 
user is prompted to define a time period during the day in which the average medical 
data level is desired. Fox et al. teaches an apparatus in which an average medical data 
level is taken three hours before the wake up time (paragraph 0069). It would be 
obvious to one skilled in the art to have a user input time because not every user will 
have the same wake up times. 

47. Referring to claim 36 Allen, III teaches the processing device is operable to 
select stored medical data levels used to determine the average medical data level 
based on the date and time of day the stored medical data levels were taken (column 8 
lines 40-47). Allen, III does not teach an apparatus in which the user is prompted to 
define a time period during the day in which the average medical data level is desired. 
Fox et al. teaches an apparatus in which an average medical data level is taken three 
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hours before the wake up time (paragraph 0069). It would be obvious to one skilled in 
the art to have a user input time because not every user will have the same wake up 
times. Allen, III further teaches that the selected number of days for the average 
medical data is three (column3 line 55). 

Allowable Subject Matter 

48. Claims 11, 16-21, 32, 37-42, 50, 54-59, 66-70 are objected to as being 
dependent upon a rejected base claim, but would be allowable if rewritten in 
independent form including all of the limitations of the base claim and any intervening 
claims. Claims 1 1 , 32 and 50 all define over prior art because prior art fails to disclose 
a display in which constituent numbers of an average are flashing. 

49. Claims 16-21 , 37-42, 54-59 and 66-70 define over the prior art because prior art 
fails to disclose a method in which the user is able to request an average medical data 
level for a selected number of days at a desired time period. 



Conclusion 

50. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zoe E. Baxter whose telephone number is 571-272- 
8964. The examiner can normally be reached on Monday-Friday 7:30am-4:00pm. 

51 . If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571-272-4730. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

52. Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner 
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